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Regrster a notice of the receipt of any
test data submitted under this :
Agreement. Subject to TSCA section 14,
the notice shall provide mformatxon =
similar to that described in TSCA -
section 4(b). Except as otherwise
provided in TSCA section 14, such data
will be made available for exammatlon
by any person. e
Finally, the FIG understands that
failure to conduet the testing according

to the specified protocol(s) and failure to

follow Good Laboratory Practices may
invalidate the tests. In such cases, a

data gap may still exist. and the Agency

may decide to promulgate a test rule or
otherwise require further testing.
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'EPA has established a pubhc record

. for this decision not to initiate testing

-under section 4 {docket number OPTS—

42002A). This record includes: - .
(1) Federal-Register Notice .

desrgnatmg the ﬂuoroal.kenes o the

priority list. e
(@) Communications wrth mdustry o
related to the FIG program, consisting of
letters, contact reports of telephone -

conversations, and meetmg summaries.
(3) FIG program. .
- [4) Study plans. ..
7 {5) Published and unpubhshed data

(6) Federal Register ANPR requesting

comments on the proposed testtng, and
comments received. -
- The record, contammo the basrc

- information considered by the Agenoy in

developing this decision, is available, for

" inspection from 8:00 a.m. to 4:00 p.mn.:

Monday through Friday except legal .

“holidays in the OPTS reading room, E~ -~
1107, 401 M Street, SW, Washington, D.C.
.. 20480: The Agency will supplemént this

“. record periodically with additional

relevant information; (Sec 4,90 Stat

“ Dated: May 28 1984.
Wiiliam D. Ruckelshaus, B

[FR Doc. 82-14828 F’led 6-1-64; 845 am]

L Assoctatlon (CMA) ‘No pubhc

- preliminary decision and is not.. .

: environmental or health effects testm

(0perator—zuz—554—1404)

. Toxic Substances Control Act (TSCA)to
-require environmental or health effects
. testing of tris(2-ethylhexyl) trimellitate

-+~ on TOTM, the expected exposure .-
"' . pattern for TOTM and the tentatrve
~acceptance of a testing proposal "

- submitted by the Trimellitate Esters

‘requested comments on both.its -
" tentative decision not to requn'e testing
.. of TOTM and on the proposed testmg
__'_scheme 5 '

1L Summary of Ongom ‘

To Adopt Negottated Testmg Program

"AGENCY: Envrronmental Proteotron
Agency (EPA). 0o

.,_has presented to EPA a proposal for-
- testing TOTM for hiealth effects,
“environmental effects, and chemical:
. fate. The tests will be modeled after the
- TSCA testing guidelines. The TEP has:
~."provided the Agency with preliminary
: laboratory selection information and a

- final program acceptance by the Agency

SUMMARY: In the Federal Register of

- November 14, 1983, EPA announced a "/

preliminary decision not to initiate -

- rulemaking under section 4{a) of the )
*Toxic Substances Control Act (TSCA) to

require environmental or health effects

_ testing of tris(2-ethylhexyl) trimellitate.

(TOTM) [CAS No. 3319-31~1] pending
consideration of public commentsona "
testing proposal submitted to EPA by
the Trimellitate Esters Panel (TEP), a -

- group formed under the sponsorship of
the Chemrcal Manufacturers s

..in June 1984:The TEP proposal for -
- TOTM includes the following tests

‘’hepatocytes and a Chinese Hamster

“-completed (fxnal report submitted) in
o =]anuary 1985.--

‘comments were received and the =
Agency finds no reason to alter its -

proposing a section 4{a) rule to i requlre

‘of TOTM. -+ - PR T

FOR FURT, HER INFORMATION CONTACT' :
Edward A. Klein, Director; TSCA -

Assistance Office (TS-799), Office of =
Toxic Substances, Rm, E-543,401 M
Street SW., Washington, D.C. 20469, Toll
Free: (800424-5065), In Washmgton, I
D.C.: (554-1404), Outside the USA

SUPPLEMENTARY INFORMATION.
L Background o ;

-

In the Federal Regtster of November
14,1983 (48 FR 51842), the Agency
announced a preliminary decision not to
propose a rule under section 4{a) of the:

(TOTM). This decision was based on the
Agency’s evaluation of the existing data -

Panel (TEP), a group formed under the
sponsorship of the Chemical . .+
Manufacturers Association {CMA).
A draft of TEP's testing proposal was "
included in the public record (docket -+
nuniber OPTS-42040). The Agency -’

Testing Programs :
.“The Trlmelhtate Esters Panel (TEP)

proposed testing schedule predicated on

-1. Mutagenicity. To characterize -
further the genetic activity of TOTM, the
TEP will perform ‘an unscheduled DNA
synthesis assay in primary rat

Ovary Hypoxanthine Guanine . .
Phosphorlbosyl Transferase Forward
Mutation assay. These studies are
scheduled to begin in July, 1984, and be



v bbaidan st

- octanol-water’partition coefficient of .
_'TOTM. Methodology development wrll
begin in July, 1964 and be completed by

> October, 1685.
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2. Chemical disposition and :
metabolism. Eastman Kodak Company.
a member company of the TEP, is
conductmg an in vivo metabolism study
using TOTM. When results and - .

conclusions of this work are available,
they will be submitted to the Agency.
On February 6, 1984, the Eastman Kodak
Company submitted to the Agency final
reports on the mutagenicity of urinary
metabaolites and the in vitro metaholism
of TOTM. The antlcrpa.ed completion
date for the in vivo metabollsm study 1s
May, 1984.

3. Twenty-eight- a'av feedmg study ,':‘
The TEP will conduct a 28-day feeding -
study which will include examination ) of

major organs and neurological tissues, . -

full clinical chiemical and henatologrcal

-profiles, and an investigation of

peroxisome induction and
hypolipidemia. This study will beom in
July, 1984 with completron scheduled for
June, 1985. - .
- 4.Ph ysrcal-cbemical propert)es The
TEP will develop and analytrc method =
for measuring TOTM in water. The TEP
will then determlne the maximum ... -

solubility of TOTM in water and the :

October, 1984. Determinations using this

. method will be completed in. February, o

1985, -
" 5. Bmdegradatlon TOTM wrll be

- tested in a shakeflask biodegradation .

test to determine the rate of parent ..
compound disappearance, CQ: . -
evolntinn, and the percentage of carbon

: converted to CO;. This study is planned
from February thr ough June, 1985. :

6. Toxicity to aquactic invértebrates.
A 21-day reproduction study in Daphnia.

environmental impact of TOTM. Acute
toxicity data’ will be generated from the
range-finding studies done in""
_preparation for this study. This study is’.
planned from March through September,
1985 with final reports submltted by

After review of results of the base set

" tests by the TEP and EPA perscnneél,

EPA will determine if further studies,

such as subchronic and chrcmc stadres; .

- are necessary.

Program reviews will be conducted by
EDA at appropriate intervals throughout
the program to assess the need for
additional testing of TOTM. Should TEP
fail to make a good faith effort to adhere
to its testing schedule outlined above, "
EPA may initiate rulemakmg to require
testing.

The TEP has furmshed EPA wrth the
names and addresses of the laboratories

~

‘provide information similar to that 7.
~described in TSCA section 4(d). Except
as otherwise provided in TSCA section

- available by EPA for examlnanon by

_ any person.
.. magna will be conducted to assess the .-

B procedures may invalidate the tests. I
such cases, a data gap may still exist,

*- Testing Program for TOTM ==

" not to test TOTM-and on the TEP's"

L. GLF's and Other Provisions . :c i . proposed testing scheme for thrs

conducting the tests under this -

- agreement. The TEP has also agreed to

adhere to the Good Laboratory Practice
Standards promulgated by the U.S.

Environmental Protection Agency as .- .-

published in the Federal Register of
November 29, 1983 (48 FR 53922). The
TEP has agreed to permit laboratory
inspections and study audits in .
accordance with the provisions outlined

“ in TSCA section 11 at the request of -

authorized representatives of the EPA

~ for the purpose of determining -

compliance with this agreement. These
inspections may be conducted for

- purposes which include verification that
“testing has begun, that schedules-are -
being met, that reports accurately. reﬂect

the underlying raw data and

- interpretations and evaluations thereof

and that the studies are being conducted

- according to Good Laboratory Practlce i

p[’OVlSlOnS :
_ The TEP has l'u1 ther dgreed tllat all
raw data, documentation, records, -

“protocols, specimens, and reports
‘generated as a result of each study will
. be retained for at least 10 years from the . -
_ date of publication of the acceptance of -
_‘any protocols by EPA and made: - :
- :-available during an inspegtion or ;5
;" submitted to EPA if requested by EPA m'

its designated representative: The TEP
-understands that the Agency plans to

to TSCA section 14, the notice will

14; any data submitted will be made -

Finally, the. TEP understands that
“failure to conduct the testing accordmg
to the specified protocols and fallure to:
follow Good Laboratory Practice

-and the Agency may decide to require
further testing.

v. Pubhc Cornment on TEP’s Proposed

“The Agency has received no public:
comment on EPA’s proposed decision .

chemical.

V. Decision To Adopt Negonated
Testing Program :

The Agency currently beheves that :
this testing progfam will provide :
sufficient data to reasonably determine.

“or predict the health and environmental , -

effects of TOTM and is adoptmg this.
negotxated testmg program in heu of

) mltratmg rulemakmg under T SCA '
section 4. .1 ¢

‘ publish-quarterly in the Federal Register . E response thereto (48 FR 51842).

_ a notice of the receipt of any test data
submitted under this agreement. Sub]ect‘

2 Aetuvmes Under owmB Review .

“-aerion: Notice:

Depending on the results of the -
prellmmary datd review in this -
negotiated testing agreement,; the -

*- Agency may determine that addmonal

health and environmental effects tests -

_should be conducted, If, having .- .
.evaluated the data developed durlng the
negotiated testing program, the Agency .

determines that additional testing
should be conducted, EPA reserves the -

-right to propose a test rule o obtain the

additional test data. S TR i
VI Public Record o

"EPA has established a publrc record -
for this decision not to pursue testing -

under section 4 [docket number OPT S— Tl

:42040]. This record includes:- .
(1) Federal Register notice desxgnatmg

“TOTM to-the priority list (47 FR 54624)

».. and all comments’ on TOTM revrewed in -
' response thereto. * 7 - e

(2) Commumcatrons with 1ndustry on s

" the testing proposal consxstrrg of letters, SET

contact reports of telephone )
conversatmns, and iieeling summari
" {3) Testing proposals and protocols
.-.(4) Published and unpubhshed data.’
(5) Federal Register notice requestxng
comment on the regutiated testing
proposal and comments received i ir

“The record, containing the basic:

- information considered by the Agernc in -
. developmg the decision, is available for
"inspection | from 8:00 a.m. to 4:60 p.m. -

Monday through Friday, except legal

" holidays, in Room E 107, 401 M St. SWA,/ :
- - 'Washington, D. C. 20460. The Agency
will supplement this record perrodlcall

.with additional relevant lnformatlon
received.
(Sec. 4, 90 Stat. 2003 (15 U S.

Dated: May 28,1984.. "
William D. Ruckelshau

[FR Doc., 8414827 Filed
BILLING CODE 6560-50-M"

23117 ¢

[OPPE-FRL 2598—3]

L Agency lnformation Coi!ection

Y. AGENCY: Envv‘onmental Protection’
Agency.

SUMMARY: Section 3507(3)[2](13) of the LA '
. Paperwork Reduction Act of 1980 (44
“"U.8.C. 3501 et seq.) requires the Agency

“ to publish in the Federal Register a

notice of proposed information ¥
“collection requests (ICRs) that have
: been forwarded to the Offrce of




